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1. This report contains indications relating to me following items: 
Basis of the report 
Priority 

Non-establishment of opinion with regard to novelty, inventive step and industrial apphcabuxty 
Lack of unity of invention 

Reasoned statement nnder Article 35(2) with regard to novelty, inventive step or industrial apphcabmty; 
citations and explanations supporting such statement 
Certain documents cited 
Certain defects in the international application 

Certain observations, on die international application 
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ox No. I 



otherwise indicated under this item, 
n Thisreportisbasedontranslationst^ 

L - 1 which is the language of a translation furnished for the purposes of: 
| — | international search (under Rules 12.3 and 23.1 (b))- 
| — | publication of the international application (under Rule 12.4) 
r~l international preliminary examination (under Rules 55.2 and/or 55.3) 

filed" and are not annexed to this report): 

[j^j the international application as originally ffled/furnished 

| [ the description: 

as originally filed/furnished 
received by this Authority on with the letter of 
received by this Authority on with the letter of 



pages 
pages* 
pages* 



| | the claims: 



[ | the drawings: 



pages 



pages* 
pages* 



pages 
pages'* 
pages* 



as originally fUed/furnished 

as amended (together with any statement) under Article 19 

received by this Authority on with the letter of 

received by this Authority on with the letter of 

as originally filed/furnished 

received by this Authority on with the letter of 

received by this Authority on with the letter of 



□ a sequence listing and/or any related table(s) - see Supplemental Box Relating to Sequence Listing. 

3. r— j The amendments have resulted in the cancellation of: 

[ | the description, pages 

[ | the claims, Nos. 

[ | the drawings, sheets/figs 

. Q the sequence listing (specify): 

[ — | any table(s) related to the sequence Ksting (specify): 

70.2(c)). 

| | the description, pages 

| | the claims, Nos. 

[ | the drawings, sheets/figs 

[ | the sequence listing (specijy): 

| \ any table(s) related to the sequence listing (specify): 



If item 4 applies, some or all of those sheets may be marked "superseded." 
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iox No. IV Lack of unity of invention 

L. Q In response to the invitation to restrict or pay additional fees the applicant has: 

| | restricted the claims. 

[ [ paid additional fees. 

| | paid additional fees under protest 

| | neither restricted nor paid additional fees. 

2 fx! Tins Authority found that the requirement of unity of invention is not complied with and chose, according to Rule 68.1, 
1 — 1 not to invite the applicant to restrict or pay additional fees. 



3. This Authority 



considers that the requirement of unity of invention in accordance with Rules 13.1, 13.2 and 13.3 is: 



| | complied with. 

[X| not complied with for the following reasons: 

The international application does not comply with the requirements of unity of invention because it does not 
rSatelo^ne mvention or to a group of inventions so linked as to form a single general mventive concept, fa 
^^TcSc^n the Mternational Searching Authority has found that there are different inventions 

as follows: 

1 Claims 1 to 39 are directed to a DNA analysis system which includes a single unit that affecteboA 

L extoctionofDNA and amplification by identical replication of a region of mterest^f «^ DNA. 
It is considered that the single unit of the DNA analysis system that affects both DNA extraction and 
amplification comprises a first "special technical feature". 

2 Claims 40 to 45 are directed to a purification stage for a DNA analysis system comprising a gel 
Sn unit contained in a conduit, the gel filtration medium being a resm of ™™<^>.^ th * C 
beads. It is considered that the DNA gel filtration medium comprising a resm of microscopic, 
synthetic beads comprises a second, special technical feature. 

3 Claim* 53 to 57 are directed to a DNA analysis system including a microfluidic device > with a 
plurality of wells interconnected by channels whereby movement of a sample from ^ewell 
sequentially to other wells is controlled. It is considered that the microfluidic device with a plurality 
of interconnected wells comprises a third special technical feature. 

Since the abovementioned groups of claims do not share any of the technical features identified a "technical 
• fetoSp' ? between the inventions, as defined in PCTrule 13.2 does not exist. Accordingly the 
international application does not relate to one invention or to a single mventive concept, a prion. 

t. Consequently, this report has been established in respect of the following parts of the international application: 
fx] all parts. 

| j the parts relating to claims Nos. 
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ox No. V Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 



Statement 

Novelty (N) 



Inventive step (IS) 
Industrial applicability (IA) 



Claims 


1-39, 48, 49, 54-56 


YES 


Claims 


40-47, 50-53, 57 


NO 


Claims 


1-39,48,49, 54-56 


YES 


Claims 


40-47, 50-53, 57 


NO 




1-57 


YES 


Claims 


Claims 




NO 



Citations and explanations (Rule 70.7) 

The following documents identified in the International Search Report have been considered for the purposes of 
this report: 

Dl US 5 955 029 A (Wilding etal) 

D3 ' WO 2000/012675 Al (Molecular Innovations) 

pages 57-70, Amersham Biosciences AB, 2002 
D8 WO 2004/039500 

Novelty (N) and Inventiv - Step CIS") claims 1 to 39 

n . m , to 39 _ directe d to a device and method whereby DNA is extracted and amplified in a single device 



TMnveltv AST) anH Inventive Step (TS\ claims 40 to 45 



"Novelty (N> and invent ive step no i m»uu» t» ^ 

Clainttt 40 to 45 are to a gel filtration unit and method of purifying DNA whereby the gel filtration 
p^ch^re.inofntieroac^obeadt '-^^^^I^l^^^Ss, 
o u^a^ ran/(T>S nroduced bv Amersham Biosciences AB. The citation ij / aisciose& oopim^^, 
2££? SSeTSStiTntediurn, including lor polynucleotides, and filtration unt. compnamg 
Sephandex G50/G25. Claims 40 to 45 are therefore not novel. . 

Novelty flSH and Inven tive Step (IS") 

Claims 46 to 57 are to a microfluidic device .which * .used ^^.'S^^^^S^ 
amplification. Dl discloses a microfluidic device which wiU extract ?f and 57^e not novel 
further analyse the amplification products, such as m figure 12. Claims 46, 47, 50 to 53 and 
when compared with this document. 
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*ox No. VI Certain documents cited 


Certain published documents (Rule 70.10) 

Application No. Publication date 
Patent No. (dav/month/vear) 

E, X WO 2004/039500 Al i ^ may z,uu*t 

(13/05/2004) 


Filing date 
(dny/mnnth/vear) 


Priority date ( valid claim) 
(dav/month/vear) 


30 October 2003 
(30/10/2003) 


31 October 2002 
(31/10/2002) 



rhe citation discloses a DNA analysis system which is operable in the extraction stage and amplification stage and is a 
ScroflS^ too Jected by channels, allowing a sample to moved from one well 1 ^o^erto 
SgovSoiSges of preparation. Claims 46 to 53 and 55 to 57 are not novel when compared with this document. 



2. Non-written disclosures (Rule 70.9) 



Kind of non-written disclosure 



Date of non-written disclosure 
(day/month/year) 



Date of written disclosure 
referring to non- written disclosure 
(da y/month/vear) 
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Box No. VHI Certain observations on the international application 

me following observations on the clarity of the claims, description, and drawings or on the question whether the claims are fully 
supported by the description, are made: 

Claims 46 to 52 are not fully supported by the specification. Claim 46 is defining a DNA ai^ysis system including: 
a unit operable for extraction of DNA and amplification of aregion of interest of the DNA, and 
a microfluidic device, through which a sample undergoes various stages of preparation. 

In the description the microfluidic device is used for sample preparation and for extraction and amplification, and is 

aoSepiateK; extraction and amplification unit (see figure 5, page 11 lines 22 to 26). Claim 46 as therefore not 

fully supported by the specification 
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